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S t a t u s  of Draf t  of P r i n c i p l e s  Which Govern 
Access t o  t h e  Twin Regis t ry  

A d r a f t  of gu ide l ines  f o r  access  t o  t h e  Twin Regis t ry  was devel -  
oped by t h e  s t a f f  as a r e s u l t  of recoraendat ions  made by t h e  Comnittee a t  
t h e  last  meeting. The d r a f t  was c i r c u l a t e d  f o r  corriixent and review t o  Drs. 
Heel, De Bakey, Chalmers, and Moriyama. Th i s  subcommittee approved t h e  
enclosed d r a f t  i n  p r i n c i p l e  and suggested s e v e r a l  modi f ica t ions  which have 
been incorporated i n  t h e  at tachment  wi th  a few minor e d i t o r i a l  changes.  

Severa l  gene ra l  ques t ions  have been r a i s e d  which a r e  not  r e f l e c t e d  
i n  t h e  enclosed d r a f t .  There has  been concern about t h e  c o n t r o l  of informa- 
t i o n  suppl ied  t o  t h e  i n v e s t i g a t o r s .  With t h e  passage of t ime might t h e r e  be 
a tendency f o r  i n v e s t i g a t o r s  t o  develop a p r o p r i e t a r y  i n t e r e s t  i n  subsamples 
from t h e  panel  and t o  i n i t i a t e  l a t e r  s t u d i e s  on t h e i r  own? There i s  a poss i -  
b i l i t y  of new i n v e s t i g a t o r s  u t i l i z i n g  o ld  f i f e s  wi thout  knowledge of t h e  
arrangements under which they were obtained from NAS-NRC. I n  some i n s t ances  
it is p o s s i b l e  t o  un l ink  i n d i v i d u a l  i d e n t i f i c a t i o n  from t h e  d a t a  accumulated 
f o r  a p a r t i c u l a r  s tudy ,  bu t  t h i s  would be d i f f i c u l t  t o  achieve  i n  a l l  s t u d i e s .  
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P r i n c i p l e s  Which Govern ACG.WS'&ZJ- t h e  NAS-NRC Twin Regis t ry  

I. In t roduc t ion  

The NAS-NRC Twin Reg i s t ry ,  which inc ludes  some 16,000 p a i r s  of 
whi te ,  male twins ,  a l l  v e t e r a n s  of m i l i t a r y  o r  naval  s e r v i c e  i n  World War 11, 
has been cons t ruc t ed  and is  maintained as a r e source  p r i m a r i l y  intended f o r  
use  i n  s t u d i e s  d i r e c t e d  a t  e l u c i d a t i n g  environmental  and g e n e t i c  f a c t o r s  i n  
t h e  e t i o l o g y  of d i sease .  Other a p p l i c a t i o n s  are  not  excluded; however, a l l  
uses  w i l l  be  r e s t r i c t e d  t o  r e sea rch  s t u d i e s .  An example might be t h e  use  of 
i d e n t i c a l  t w i t i s  t o  permit  c o n t r o l  of g e n e t i c  f a c t o r s  whi le  t e s t i n g  o r  a s s e s s -  
ing  t h e  e f f e c t  of some e x t r i n s i c  i n f luences .  

It i s  necessary  t o  cons ide r  c a r e f u l l y  each r eques t  f o r  access  t o  
t h e  members of t h e  Regis t ry  o r  t o  t h e  informat ion  accumulated concerning them, 
f o r  a v a r i e t y  of reasons:  

(1) To safeguard  t h e  twins ' pr ivacy  a g a i n s t  unwarranted i n t r u s i o n ;  

(2) t o  determine t h a t  no embarrassment o r  harm w i l l  come t o  t h e  
twins by v i r t u e  of any p a r t i c u l a r  s tudy ,  e i t h e r  by unauthorized 
d i s c l o s u r e  of c o n f i d e n t i a l  in format ion  o r  as a r e s u l t  of ex- 
per imenta l  manipulat ion;  

t o  i n s u r e  t h e  s c i e n t i f i c  v a l u e  and p r a c t i c a b i l i t y  of t h e  s tudy  
intended ; 

- 
(3) 

( 4 )  t o  p r o t e c t  members of t h e  Reg i s t ry  from too  f r equen t  s o l i c i t a -  
t i o n  o r  from be ing  sub jec t ed  t o  c o n f l i c t i n g  demands by s e v e r a l  
i n v e s t i g a t o r s  ; 

( 5 )  t o  coord ina te  t h e  e f f o r t s  of d i f f e r e n t  i n v e s t i g a t o r s  when t h i s  
is f e a s i b l e ,  

For  t h e  reasons enumerated above, every a p p l i c a t i o n  f o r  access  t o  
t h e  Regis t ry  w i l l  be  submit ted f o r  review t o  t h e  Cormit tee  on Epidemiology 
and Veterans Follow-up S tud ie s  of t h e  Div is ion  of Medical Sc iences ,  Nat iona l  
Research Council .  Access w i l l  be  gran ted  only upon approval  of t h e  app l i ca -  
t i o n  by t h a t  Corn i t t ee .  

11. Spec i f  i c  Cons i d e r a t  ions 

I n  a d d i t i o n  t o  t h e  requirement of s c i e n t i f i c  mer i t  which i s  a p p l i -  
cab le  t o  any r e sea rch  proposa l ,  a p p l i c a t i o n s  f o r  access  t o  t h e  Twin Regis t ry  
w i l l  be  t e s t e d  a g a i n s t  a number of s p e c i f i c  c r i t e r i a :  

If i n f o r m a t i o n i s  t o  be requested by m g :  

(1) Has an  adequate  t ime U ~L-.,L u A & L  e 1. a p s ed 
s i n c e  t h e  l a s t  previous inqui ry?  
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(2) Do any of t h e  ques t ions  proposed appear  t o  d u p l i c a t e  too  
c l o s e l y  informat ion  a l r eady  a t  hand? 

(3) A r e  any of t h e  ques t ions  of such n a t u r e  as t o  lead t o  QOS- 

s i b l e  a l i e n a t i o n  of t h e  twins and t h e i r  consequent l o s s  f o r  
f u t u r e  Lnves t iga t ions?  

( 4 )  A r e  o t h e r  proposa ls  i n  hand o r  i n  c l e a r  prospec t  t h a t  could 
advantageously be combined wi th  t h e  r eques t  under s tudy? 

( 5 )  The a p p l i c a n t  must ag ree  t h a t  a l l  mai l ings  a r e  t o  be done by 
t h e  Regis t ry  i t s e l f ,  and t h a t  a l l  in format ion  obtained w i l l  
become a p a r t  of t h e  Reg i s t ry ,  f o r  p o s s i b l e  use by o t h e r  i n -  
v e s t i g a t o r s  i n  t h e  f u t u r e .  The Reg i s t ry  w i l l ,  of cour se ,  

,' make every e f f o r t  t o  i n s u r e  each i n v e s t i g a t o r ' s  r i g h t s  t o  
l primacy i n  mater ia l  c o l l e c t e d  f o r  h i s  own s tudy ,  but  no in-  

v e s t i g a t o r  w i l l  hold personal  proper ty  r i g h t s  i n  any d a t a .  

I f  . phys i ca l  examination of twins i s  requi red :  

A l l  of t h e  c o n s i d e r a t i o n s  a p p l i c a b l e  t o  q u e s t i o n n a i r e  s t u d i e s  apply.  
I n  add i t ion :  

(6) Are any of t h e  examination procedures  proposed i n h e r e n t l y  
r i s k y  t o  t h e  p a t i e n t  wi thout  compensating advantages t o  t h e  
p a t i e n t  h imsel f?  Are any procedures  p a i n f u l  o r  unpleasant  
and s o  l i k e l y  t o  diminish f u t u r e  coopera t ion?  Is t h e  inves-  
t i g a t o r  adequate ly  a l e r t  t o  t h e  need t o  o b t a i n  t h e  "informed 
consent" of each p a t i e n t  f o r  a l l  proposed procedures? 

(7) I n i t i a l  s o l i c i t a t i o n  of t h e  twins s h a l l  be done by t h e  Regis t ry  
i t s e l f ,  and no names o r  addresses  of twins s h a l l  be d ivulged  t o  
o u t s i d e  i n v e s t i g a t o r s  except  wi th  t h e  permission of t h e  twins.  

(8) While not  an  abso lu te  requirement ,  every i n v e s t i g a t o r  who es-  
t a b l i s h e s  a c t u a l  c o n t a c t  w i th  twins w i l l  be expected,  i f  pos- 
s i b l e ,  t o  a r r ange  t o  o b t a i n  serum samples i n  o r d e r  t o  improve 
zygos i ty  diagnoses  f o r  those  p a i r s  i n  which l abora to ry  diagnoses  
are not  a v a i l a b l e .  Genetic systems t h a t  should be t e s t e d  in -  
c l u d e  ABO, MN, Fy, Gm, Rh, P, Hp, K e l l ,  Gc, Kidd, L e w i s .  

(9) I f  twins a r e  t o  be asked t o  v i s i t  a h o s p i t a l  o r  o t h e r  p l ace  
of examination r a t h e r  than  be ing  themselves v i s i t e d  a t  home, 
t h e  i n v e s t i g a t o r  tnust be prepared t o  de f ray  c o s t s a m d -  c_l 

funds requi red  f o r  t h i s  purpcse.  

I 

I cz - He nust a r r a n g e ,  h i m s e l f ,  to o b t a i n  t h e  
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111. Financing 

The Reg i s t ry  w i l l  be  prepared ,  out  of funds a v a i l a b l e  t o  i t  under 
t h e  c o n t r a c t  wi th  t h e  Nat ional  I n s t i t u t e  of General Medical Sc iences ,  t o  de- 
f r a y  c e r t a i n  of t h e  c o s t s  involved i n  planning and organiz ing  s t u d i e s .  Such 
c o s t s  would o r d i n a r i l y  inc lude  compil ing counts  of t h e  number o r  l i s t s  of 
twins who meet s p e c i f i e d  c r i t e r i a ,  s o l i c i t a t i o n  of agreements t o  p a r t i c i p a t i o n  
i n  s t u d i e s  r e q u i r i n g  examination and, t o  sone e x t e n t ,  t a b u l a t i o n s  of resu l t s .  
Ext raord inary  expenses ,  such as those  involved i n  a l a r g e  q u e s t i o n n a i r e  s tudy ,  
l abora to ry  c o s t s ,  t r a v e l  c o s t s  o r  l a r g e  t a b u l a t i o n  requirements  cannot be sup- 
ported by t h e  Regis t ry  and it is  t h e  r e s p o n s i b i l i t y  of t h e  a p p l i c a n t  i n v e s t i -  
g a t o r  t o  o b t a i n  t h e  r equ i r ed  f inanc ing .  

Proposed s t u d i e s  should be submit ted t o  review by t h e  Conxiittee 
p r i o r  t o  making any formal a p p l i c a t i o n  f o r  funds i n  o rde r  t o  avoid p o s s i b l e  
embarrassment. I f  funds are  r equ i r ed  f o r  s t u d i e s  approved by t h e  Committee, 
t h e  Regis t ry  s t a f f  w i l l ,  i f  d e s i r e d ,  ass is t  i n  t h e  i d e n t i f i c a t i o n  of sources  
of funds and, where a p p r o p r i a t e ,  j o i n  i n  o r  o therwise  suppor t  t h e  a p p l i c a t i o n .  

I V .  Form of App l i ca t ion  

The Committee's review i s  fundamental ly  no d i f f e r e n t  from t h a t  of 
any o t h e r  s c i e n t i f i c  review body which must e v a l u a t e  r e sea rch  proposals .  
Committee does n o t ,  p r i m a r i l y ,  d i spose  of funds.  However, i t  does d i spose  
of resources  which a r e  l i m i t e d ,  and it  mist weigh t h e  p o t e n t i a l  va lue  of any 
proposal  a g a i n s t  t h e  s t a f f  t i m e  and funds necessary  t o  suppor t  i t ,  and i t s  
real o r . p o t e n t i a 1  compet i t ion  wi th  o t h e r  proposa ls  f o r  whatever may be t h e  
budget of good w i l l  and w i l l i n g n e s s  t o  coope ra t e  which i s  inhe ren t  i n  t h e  
twin members of t h e  Regis t ry .  

The 

Although i t  need not  n e c e s s a r i l y  be followed i n  d e t a i l ,  a s a t i s f a c -  
t o r y  form of a p p l i c a t i o n  is t h a t  of t h e  App l i ca t ion  f o r  Research Grznt used 
b y - t h e  Nat iona l  I n s t i t u t e s  of Heal th .  
r e l e v a n t  cons i s  t of :  

The p o r t i o n s  of t h i s  form which a r e  

1. Research Plan 

A. I n t r o d u c t i o n  and S p e c i f i c  A i m s  

B. Method of Procedure 

C. S i g n i f i c a n c e  of Th i s  Research 

D. F a c i l i t i e s  Ava i l ab le  

2.  Support ing Data 

A. Previous Work Done i n  Th i s  o r  Related F i e l d s  

B .  P e r t i n e n t  L i t e r a t u r e  References 

3 .  Biographica l  Sketches of p r o f e s s i o n a l  personnel  who w i l l  be  a c t i v e  
i n  t h e  s tudy.  
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Included i n  i t e m  l . B , ,  i f  t h e  a p p l i c a t i o n  i s  s o  a r ranged ,  should 
be a d i s c u s s i o n ,  when r e l e v a n t ,  of ques t ions  of sample s i z e  and t h e  poss i -  
b i l i t y  of answering, on t h e  samples,  t h e  ques t ions  a t  i s s u e ,  l i s t e d  i n  i tem 
1 . A .  

The a p p l i c a t i o n  need not be long - p r o l i x i t y  w i l l  no t  be  counted 
a v i r t u e  - but should be complete as t o  t h e  r e l e v a n t  in format ion  which t h e  
Committee must have i n  o r d e r  t o  dec ide  i n t e l l i g e n t l y .  


